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Boxcf
6 blicters x 10 film-coated tablets

S6 16 SX/Lot No.
NSX/Mfd
HD/Exp

THANH PHAN: Paracetamol 500 mg, loratadin 5 mg,
dextromethorphan hydrobromid 15 mg va cac ta duodc
viia du 1 vién nén bao phim.

CHi DINH, CACH DUNG, CHONG CHi BINH VA CAC THONG
TINKHAC: Doc té hudng dan stidung thuéc.

BAOQUAN: Nhiétdé khong qua30°C, tranh anhsang.
DEXATAMTAY TREEM.
DOQCKYHUGNG DAN SUDYNG TRUGC KHIDUNG.

Bivifiu

Nha san xuat: CONG TY CO PHAN BV PHARMA
hanh Tay, Huyén Ca Chi, TP.HCM

WHO-GMP

, . DIEUTR
CACTRIEU CHUNG CAMCUM

Hop 6 vix 10 vién nén bao phim

COMPOSITION: Paracetamol 500 mg, loratadine 5 mg,
dextromethorphan hydrobromide 15 mg and excipients
sq. for 1 film-coated tablet.

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS
AND FURTHER INFORMATION: Refer to package insert.
STORAGE: Temperature not exceeding 30°C, protected
from light.

KEEP OUT OF REACH OF CHILDREN.

READ PACKAGE INSERT CAREFULLY BEFORE USE.

Bivifiu

SDK/Visa:

Manufacturer: BV "HARMA JOINT STOCK COMPAN /
Hamlet 2, Tan Thar* Tay Village Cu Chi Distnizt Ho Chi
Minh City

WHO-GMP
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Biviflu

10b x 10fcc

Box: 100 x 74 x 72 mm

Blister: 96 x 65 mm

CTRIEU CHUNG CAMCUM
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Bivifiu

DIEUTRI .

Hép 10 vix 10 vién nén bao phim

THANH PHAMN-

Paracetamol 500 mg, loratadin 5 mg,
dextromethorphan hydrobromid 15 mg va cac ta
dugc vua du 1 vién nén bao phim.

CHIDINH:

Piéu tri cac triéu ching cam cum nhu: Sét, ho, s6
mui, 6n lanh, dau dau, dau nhic bap thit xuong
khop kemviem muidiidng.

CACH DUNG, CHONG CHi DINH VA CACTHONG TIN
KHAC: Docto hudng dan st dung thudc.

BAO QUAN: Nhiét d6 khong qua 30°C, tranh anh
sang.

DEXATAMTAY TREEM.

DOCKY HUONG DAN SUDYNG TRUGC KHIDUNG

Nha san xuat:
CONG TY CO PHAN BV PHARMA

hanh Tay, Huyén (

SYMPTOMATIC TREATMENT OF

COMMON COLD AND INFLUENZA

Box of

10 blisters x 10 film-coated tablets

Bivifiu

WHO-GMP
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56 16 SX/Lot No.:

NSX/Mfd:

HD/Exp:

COMPOSITION:

Paracetamol 500 mg, loratadine 5 mg,
dextromethorphan hydrobromide 15 mg and
excipients sq. for 1 film-coated tablet.
INDICATIONS:

Symptomatic treatment of common cold and flu
such as: fever, cough, rhinorrhea, chill, headache,
muscle pain associated with allergic rhinitis.
ADMINISTRATION, CONTRAINDICATIONS AND
FURTHER INFORMATION: Refer to package insert.
STORAGE: Temperature not exceeding 30°C,
protected from light.

KEEP OUT OF REACH OF CHILDREN.

READ PACKAGE INSERT CAREFULLY BEFORE USE.

Manufacturer:
BV PHARMA JOINT STOCK COMPANY
Hamlet Tan Thanh Tay Village h
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10b x 10fcc

Box: 100 x 74 x 72 mm

Blister: 96 x 65 mm
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DAN SU DUNG CHO BENH NHAN
DPOCKY HUONG DAN SU DUNG TRUOC KHI DUNG.
DE XA TAM TAY TRE EM.

THONG BAO NGAY CHO BAC ST HOAC DUQC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC.

THANH PHAN: Paracetamol 500 mg, loratadin 5 mg, dextromethorphan hydrobromid 15 mg va céc ta dugc gbm:
Natri starch glycolat, tinh bt ngd, povidon K30, natri lauryl sulfat, silic dioxyd dang keo khan, talc, magnesi stearat,
hydroxypropyl methylcellulose 6cPs, titan dioxyd, polyethylen glycol 6000 va mau hd brilliant blue vira du 1 vién nén
bao phim.

MO TA SAN PHAM: Thubc duogc san xuit & dang vién nén bao phim (&%ﬁi, bao phim mau xanh, mdt mét c6 vach
ngang, mot mat tron).

QUI CACH PONG GOI:
Hop 6 vi hodc 10 vi x 10 vién (vi nhém —PVC). Chai 200 vién hodc 500 vién (chai nhuya HDPE).

THUOC NAY DUNG CHO BENH Gi ?

Thubc nay duge dung de: ) :

Diéu tri céc triéu ching cam cum nhu: S6t, ho, s6 mili, 6n lanh, dau dau, dau nhic bap thit xuong khdp kem viém mii di
ung.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG?

Liéu lwong:

- Nguoi l6n va tré em tir 12 tudi: Udng 1 vién, 2 1n mot ngay.

- Khéng khuyén c4o ding thudc cho tré em dudi 12 tudi.

- Trudng hop suy gan, suy than: Uéng 1 vién m6t ngay hay udng céch ngay.

Cich ding: Thubc ding qua dudng uéng. Khoang cach téi thiéu giiia cac 1an dung thude 12 8 gio.

KHI NAO KHONG NEN DUNG THUOC NAY ?
- Qua mén cam v&i bat ky thanh phén nao cia thude.
- Réi loan chirc néng gan va thén néng.
- Bénh nhan thiéu enzym Glucose-6- phosphat dehydrogenase.
- Ngudi bénh dang ding thubc IMAO.
- Nguoi cé bénh hen, suy ho hép cép, bénh tim mach néng.
- Tré em dudi 12 tudi (do c6 chira dextromethorphan).

TAC DUNG KHONG MONG MUON CUA THUOC:

Do paracetamol:

- Téc dung phu it gip: Budn nén, nén, ban da, bénh thén, déc tinh than khi dung dai ngay. Loan tao mau (giam bach ciu
trung tinh, giam toan thé huyet cdu, giam bach céu) thleu mau.

- Tac dung phu hiém gdp: Séc phan vé, phan tmg qua min & da bao gbm phét ban, phu mach va hdi chimg Stevens Johnson,
hoi chimg hoai tir da nhiém déc, hgi chimg ngoai ban mun mu toan than cap.

Do loratadin:

- Téc dung phu thudng gép: Pau dau, kho miéng, mét moi.

- Téc dung phu it gap: Chéng mit, viém két mac, khé mii va hit hoi.

- Tac dung phu hiém gap: Phan tng phan vé (bao gbm phil mach va choang phan ve), tram cam. Tim d4p nhanh, loan nhip
nhanh trén tht, danh tréng nguc. Budn nén, bt thudng chiic ning gan, ngoai ban, ndi may day, kinh nguyét khéng déu.

Do dextromethorphan

- Tac dung phu thuong gip: Nhip tim nhanh, budn nén, do bing. Mét méi, chéng mit.

- Té4c dung phu it gip: N6i may day.

- Tac dung phu hiém gip: Suy hé hép, rc ché than kinh trung wong (khi ding lidu qua cao). R&i loan tiéu hoa, ngoai ban.

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU DUNG THUOC NAY?
- Nén tranh dung két hop véi cac loai thudc liét ké sau vi c6 thé gy tuong tac véi cac hoat chit nhur sau:
+ Tuong téc vaGi paracetamol: Phenothiazin, cac thudc chéng co giat (phenytoin, barbiturat, carbamazepin), isoniazid,

probenecid, metoclopamid, domperidon, colestyramin.
’} 1/6



W, Cimetidin, ketoconazol, erythromycin, azithromicin, clarithromycin, clotrimazol, fluconazol,
elecoxib v.v.

+ Tuong nethorphan: Khéng dung cling lic véi cac thube e ché monoamine oxidase (IMAO) nhu
j elegilin, tranylcypromm phenelzin, marplan v.v vi c6 thé gy nhiing phan ung ning nhu sbt
chay mau néo, thdm chi tir vong. Khong ding chung céc thudc e ché than kinh trung uong

/CYP2D6 nhu fluoxetin, paroxetin, quinidin, terbinafin, amiodaron, flecainid, propafenon,

b gdon, cinacalcet, haloperidol, perphenazm thioridazin.

- Nén tranh AgTuorrtrong thoi gian ding thudc vi cé thé 1am tang nguy co gy doc cho gan cla paracetamol va ting tac
dung trc ché hé thin kinh trung uong cua loratadin va dextromethorphan.

CAN LAM GI KHIMOT LAN QUEN KHONG DUNG THUOC ?
Néu quén mét lan khéng dung thudc thi uong bu ngay mét liéu thudc khi ban nh¢ ra, ngoai trir lic d6 da sat gin thoi diém
phai ubng liéu thudc tiép theo. Khong dugc udng 2 liéu thuéc cing mot luc. Céc liéu thude con lai nén udng cho dung gid.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU.
- Paracetamol: Cac triéu chimg qué liéu paracetamol bao gbm: Téi nhot, budn non, nén, chan an va dau bung. Tén thuong
gan c6 thé bidu hién r5 12 - 48 gidr sau khi uéng thudc. Trong trudng hop ngd doc tdn thuong gan ning, c6 thé tién trién

thanh bénh ndo, hon mé va tr vong.

- Loratadin: Céc triéu chimg khi dung qué lidu loratadin (40 -180 mg)%l}iﬁ 16n gdm: Budn ngu, nhip tim nhanh, nhirc
d4u. O tré em c6 biéu hién ngoai thap va danh trong nguc.

- Dextromethorphan: Céc triéu chimg qué liéu ctia dextromethorphan bao gdm budn nén, nhin mo, rung gidt nhan cau, bi
tidu, that diéu, suy ho hép, co giat.

CAN LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO ? ) o
Neéu nhu 16 dung thude qua liéu can bao céo ngay vdi bac si cliia ban hay dua dén co s& y t€ gan nhat dé duge xr tri thich
hop.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Lién quan paracetamol:

- Paracetamol tuong ddi khéng dc véi lidu didu tri, tuy nhién néu dung qua liéu s& la nguyén nhan chinh gay suy gan cép.

- Khéng duge sir dung thém cac thudc khac c6 chira paracetamol trong thoi gian ding thudc dé tranh qua liéu.

- Phai than trong khi ding paracetamol cho ngudi bi suy gan, suy thén, ngudi nghién rugu, suy dinh dudng man tinh hogc bi
mét nuée. Tranh ding lidu cao, dung kéo dai cho ngudi bi suy gan.

- Phai dung thén trong cho nguoi bénh cé thiéu mau tir trude, vi ching xanh tim cé thé khong bidu 16 18, mac du néng do
cao & mic nguy hiém ciia methemoglobin trong méu.

- U(éng nhiéu ruou c6 thé gdy ting ddc tinh voi gan clia paracetamol, nén tranh hoic han ché udng ruou trong thoi gian ding
thude.

- Cin thén trong vdi céc phan ung phu nghiém trong trén da méc du ti 1& mic phai la khéng cao nhung nghiém trong, thdm
chi de doa tinh mang bao gom hdi ching Steven — Johson (SJS), héi chung hoai tir da nhiém doc (TEN: toxic epidermal
necrolysis) hay hoi chimg Lyell, h¢i ching ngoai ban mun mu toan than cap tinh (AGEP: Acute generalized exanthematous
pustulosis). Triéu chimg cac hi chimg nay duge mo ta nhu sau:

+ Hoi chirg Steven — Johson (SJS): La di ung thubc thé bong nudc, bong nudc khu tri & quanh céc héc tu nhién nhu mf}t,
mii, miéng, tai, by phédn sinh duc va hdu mén. Ngoai ra cé thé kém sdt cao, viém phéi, réi loan chic ning gan thin. Chan
doan hdi chimg Steven — Jonhson (SJS) khi ¢6 it nhat 2 héc tu nhién bi tén thuong.

+ Hbi chimg hoai tir da nhiém ddc (TEN): 1a thé dj tmg thubc ning nhét gdm:

e Céc tén thuong da dang & da: Ban dang si, ban dang tinh hdng nhiét, hong ban hoic cic bong nudc bing nhing,
c4c tbn thuong nhanh chéng lan toa khép ngudi.
Tén thuong niém mac mit: Viém giac mac, viém két mac mu, loét giac mac.
Tén thuong niém mac duodng tiéu héa: Viém miéng, trot niém mac miéng, loét hau, hong, thuc quan, da day, rudt.
Tén thuong niém mac duong sinh duc, tiét niéu.
Ngoai ra con c6 cac triéu chimg toan thin tram trong nhu sbt, xuat huyét dudng tiéu héa, viém phdi, viém cu than,
viém gan...ty 1€ tir vong cao 15 —30% .

+ Hai chimg ngoai ban myun mu toan than cp tinh (AGEP): Mun mu v tring nho phat sinh trén nén hdng ban lan rong.
Tén thuong thudng xuét hién & cac nép gap nhu néch, ben va mit, sau d6 c6 thé lan rong toan than. Triéu chimg toan than
thudng c6 1a sbt, xét nghiém mau bach cau mai trung tinh tang cao. )

- Khi phat hién nhiing d4u hiéu phét ban trén da ddu tién hoic bt ky d4u hiéu phan img qua man nao khac, bénh nhan can
phai ngimg sir dung thudc. Ngudi da timg bi cac phan tmg trén da nghiém trong do paracetamol gdy ra thi khéng dugc ding
thudc tro lai va khi dén kham chita bénh cin phai thng bao cho nhén vién y té biét vé vén dé nay.

Lién quan loratadin:

- Pdi v6i nhimg bénh nhén suy gan nang nén dung liéu ban dau thap hon do sy thanh thai loratadin bi giam.

- Khi ding loratadin c6 thé bj khé miéng, dic biét & ngudi cao tudi, va ting nguy co sdu rang. Can vé sinh ring miéng sach
s& @& tranh nguy co bi sdu rang.

Lién quan Dextromethorphan: .

- Than trong khi diing cho cac bénh nhan ho man tinh nhu hut thudc 14, hen suyén hozc ho ¢ qué nhidu dom.

// 2/6
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- Da c0ba §'ca a 3 chc tru g hop lam dung dextromethorphan can luu y dic biét & céc thanh thiéu nién cling nhu & nhimg
: Ensir lam d 2 ma tdy hodc cic chat hudng than.
- Dextro ethp@hm&xqc i én hoa qua hé cytochrom P450 2D6 & gan, do d6 nén than trong khi sir dung & nhimg bénh

nhdn 6 cham (khoang 10% dén s6) hoic sir dung ciing luc céc chit uc ché CYP2D6 nhu fluoxetin,
proxe

- Khéngnén dung phu nit trong thoi ky mang thai hoic cho con bi néu khéng ¢ chi dinh cua thiy thudc.

- Khéng du c-ch© nguon 14i xe va van hanh may méc vi thube c6 thé gay it nhiéu budn ngu, chéng mit.

KHINAO CAN THAM VAN BAC SI ?
Khi ban ¢6 diéu chi thdc méac hodc can biét thém thong tin, dimg ngan ngai hoi ngay y kién cta béc si.

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI HOAC DUOC ST

CAN BAO QUAN THUOC NAY NHU THE NAO ?
Thudc ndy can duge bao quan noi nhiét d6 khong qué 30°C, tranh énh sang.

HAN DUNG CUA THUOC: 48 thang ké tir ngay san xuat.
NHA SAN XUAT: CONG TY CO PHAN BV PHARMA

Pia chi: Ap 2, Xa Tan Thanh Tay, Huyén Cu Chi, TP. HCM
NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG TO mxaéc DAN SU DUNG THUOC: / /2017
II/ PHAN HUONG DAN SU DUNG CHO CANBQ Y TE

DUQC LUC HQC:

Mi ATC: N02B E01, R0O5D A09, RO6A X13. Nhém thube: Thude giam dau két hop thude ho,chéng di tmg.

BIVIFLU la su két hop ctia mét thudc giam dau, ha sbt paracetamol vdi mot thude khang histamin thé hé méi loratadin
ciing v6i mot chét chdng ho khong gay nghién 12 dextromethorphan ¢6 tac dung nhu sau:

- Paracetamol (acetaminophen): la chat chuyén héa c6 hoat tinh ciia phenacetin, 1a thudc giam dau va ha sbt hitu hiéu c6 thé
thay thé aspirin nhung tinh khang viém kém hon. Thudc tac dung Ién vung dudi doi gy ha nhiét, toa nhiét ting do gidn
mach va ting luu luong méu ngoai bién. Paracetamol thudng dugc dung nap tét, khong cé nhiéu tic dung phu cia aspirin.

- Loratadin: 12 mot thudc khang histamin 3 vong c6 tac dung kéo dai véi hoat tinh déi khang chon loc trén thu thé H1 &
ngoai bién va khéng c6 tic dung lam diu trén than kinh trung wong. Thudc c6 téac dung lam gidm bét triéu chimg cia viém
miii va viém két mac di img do phéng thich histamin. Loratadin con c6 tic dung chéng ngira va ndi may day lién quan dén
histamin. Thudc bét ddu c6 tac dung khang histamin trong vong 1-4 gio, dat t6i da sau 8 -12 gidr va kéo dai hon 24 gio va
khong gay tac dung phu an than.

- Dextromethorphan hydrobromid 14 chét giam ho c6 tic dung Ién trung tdm ho & hanh nio. Mic di chu triac hoa hoc ¢6 lién
quan dén morphin, nhung dextromethorphan khéng c6 tic dung gidam dau va ndi chung rdt it tic dung an than.
Dextromethorphan dugc ding giam ho nhét thoi do kich thich nhe & phé quan va hong nhu cam lanh théng thudng hodc hit
phai c4c chét kich thich. Dextromethorphan c6 hiéu qua nhét trong diéu tri ho man tinh, khéng c6 dom. Thubc khéng cé tac
dung long dom. Hiéu luc cia dextromethorphan gin tuong duong véi hiéu luc ciia codein nhung it giy tac dung phu &
dudmg tiéu hoé hon. Vi lidu diéu tri, tac dung chéng ho cia thude kéo dai dugc 5 — 6 gid. Poc tinh thip, khéng giy nghién,
nhung véi lidu rét cao c6 thé gay (rc ché hé than kinh trung vong.

DUQC PONG HOC:

- Paracetamol dugc hip thu d& dang va gan nhu hoan toan qua dudng tiéu hoa. Nong dd dinh trong huyét tuong dat duge
trong vong 10 — 60 phut sau khi udng. Thuoc dugc phén bd tuong déi ddng déu & hau khap c4c mé cia co thé. Thubc di qua
nhau thai va xuét hién trong sita me. Sy gén két protein it & liéu diéu trj nhung tang lén theo liéu ding. Thoi gian ban thai
thay ddi tir 1 -3 gid. Thude dugc chuyén héa da phin & gan va dao thai qua nudc tiéu chi yéu & dang lién hop glycuronid va
sulfat. Duéi 5% duoc dao thai dudi dang paracetamol nguyén ven. Mot lugng nho chit chuyén héa hydroxylat (N- acetyl
benzoquinoneimin) dugc san xuét boi cac cytochrom P450 isoenzym (chu yéula CYP2E 1 vaCYP3E 4) & gan va than.
Chét nay thudmng duoc giai doc qua lién két v6i gluthation nhung c6 thé tich lfiy sau khi ding qué liéu va gay tén thuong mo.
- Loratadin dugc hip thu nhanh qua dudng uong Nong d6 dinh trong huyet tuong trung binh cua loratadin va chét chuyén
héa descarboethoxy loratadin (c6 hoat tinh) 1an luot 14 1,5 va 3,7 gid. Thubc lién két véi protein 97%. Thai gian bén thai
cua loratadin la 17 git va cia descarboethoxy loratadin 1a 19 gio. Thoi gian ban thai cua thudc bién dbi nhiéu gifta cac ca
thé, khong bi anh hudng boi uré méu, tang 1én & ngudi cao tudi va ngudi xo gan. D§ thanh thai cia thudc 12 57 — 142
ml/phit/kg va khong bi anh hudéng bdi uré mdu nhung giam & ngudi bénh xo gan. Thé tich phan b 1a 80 -120 litkg.
Loratadin chuyén héa nhiéu khi qua gan lan du boi hé enzym microsom cytochrom P450; Chét chuyén héa chu yéu la
descarboethoxy loratadin c6 hoat tinh. Khoang 80% téng liéu ding dugc bai tiét qua nudc tiéu va phan véi lugng gin ngang
nhau dudi dang chét chuyén héa trong vong 10 ngay.

- Dextromethorphan dugc hip thu nhanh qua dudng tiéu héa va c6 tac dung trong vong 15 — 30 phut sau khi uong, kéo dai
khoang 6 -8 gio. Thuoc dugc chuyén héa & gan va bai tiét qua nudc tiéu dudi dang khong déi va cac chét chuyén hoa

demethyl, trong sé d6 c6 dextrophan ciing c6 hoat tinh nhe.
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Cich ding: Thubc dung qua dudng ubng. Khoang céch tdi thiéu gitia cac 1an ding thudc 12 8 gio.

CHONG CHI PINH:

- Qué min cam vdi bét ky thanh phan nao cua thube.

- Réi loan chirc ning gan va than nang.

- Bénh nhan thiéu enzym Glucose-6-phosphat-dehydrogenase.
- Ngudi bénh dang dung thuéc IMAO.

- Ngudi c6 bénh hen, suy hd hép cap, bénh tim mach nang.

- Tré em dudi 12 tudi (do c6 chira dextromethorphan).

CANH BAO VA THAN TRONG KHI SU DUNG:

Lién quan paracetamol W

- Paracetamol tuong ddi khong dc vai lidu didu tri va khi ding duéNwifiuéng din cia thiy thudc. Tuy nhién dung qué lidu
paracetamol 1 nguyén nhan chinh gdy suy gan cip. Dung nhiéu ché phim chira paracetamol ddng thdi ¢6 thé din dén hau
qua c6 hai (nhu qua liéu paracetamol).

- Phan (g da nghiém trong, c6 kha nang gdy tur vong bao gbm hdi chimg Steven — Johnson (SJ S), hoai tir biéu bi nhim
doc (TEN), héi chimg ngoai ban mun mi toan than cip tinh (AGEP), hoi chung Lyell tuy hiém nhung da xay ra voi
paracetamol, thudng khong phu thudc vao téc dung ctia céc thubc khéc. Tuy nhién céc thubc giam dau va ha st khac (nhu
NSAID) c6 thé gay céc phan {mg tuong tu, man cam chéo vdi paracetamol khéng xay ra. Ngudi bénh cin phai ngung ding
paracetamol va di kham théy thuéc khi thiy phét ban hoic céc biéu hién khac & da hodc cic phan img man cam trong khi
diéu tri. Ngudi bénh ¢ tién sir co cac phan mg nhu vy khong nén dung cac ché phim chira paracetamol.

- Db6i khi ¢6 nhitng phan tng da gdm ban dat sin ngtra va may day; nhung phan tmg mén cam khac gdm phi thanh quén,
phu mach va nhiing phan ing_ kiéu phan vé c6 thé it khi xay ra.

- Giam tiéu ciu, giam bach cdu va giam toan thé huyet cau da xay ra v6i viéc sir dung nhimg dan chat p-aminophenol, diac
biét khi dung kéo dai cac lidu I6n. Giam bach cau trung tinh va ban xuét huyét giam tidu ciu di xay ra khi dung
paracetamol. Hiém gip mét bach cau hat & ngudi bénh ding paracetamol.

- Phai thén trong khi dung paracetamol cho ngudi bi suy gan, suy than, nguoi nghién rugu, suy dinh dudng man tinh hoic
bi mét nuéc. Tranh ding liéu cao, dung kéo dai cho ngudi bj suy gan.

- Phai dung thdn trong cho ngudi bénh co6 thiéu mau tir trude, vi ching xanh tim co thé khong biéu 16 r8, mic du nc“mg do
cao & mirc nguy hiém ciia methemoglobin trong méau.

- Ubng nhiéu rwou c6 thé gay ting doc tinh véi gan cia paracetamol, nén tranh hodc han ché uéng ruou trong thoi gian ding
thube.

Llen quan loratadin;

- Péi v6i nhimg bénh nhén suy gan néng nén dung lidu ban déu thap hon do sy thanh thai loratadin bi giam.

- Khi dung loratadin cé thé bi khé miéng, dic biét & nguoi cao tudi, va tdng nguy co siu rang. Can vé sinh ring miéng sach
s& dé tranh nguy co bi siu ring.

Lién quan Dextromethorphan:

- Than trong khi ding cho cic bénh nhén ho mén tinh nhu hut thubc 14, hen suyén hoic ho ¢6 qua nhiéu dom.

- P c6 béo céo vé céc truong hop lam dung dextromethorphan, can luu y dic biét & cac thanh thiéu nién ciing nhu & nhimg
bénh nhén c6 tién sir lam dung ma tiy hoic cac chit hudéng than.

- Dextromethorphan dugc chuyén hoa qua hé cytochrom P450 2D6 & gan, do d6 nén than trong khi sir dung & nhitng bénh
nhén c6 hé chuyén héa CYP2D6 chim (khoang 10% dan sb) hoic sir dung ciing lic cac chét trc ché CYP2D6 nhur fluoxetin,
proxetin, quinidin va terbinafin.

TRUONG HQP CO THAI VA CHO CON BU
Khoéng diing thudc cho phu nir trong thoi ky mang thai hozic cho con b néu khéng c6 chi dinh ciia thay thudc.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Khéng dung thudc cho nguoi 1ai xe va van hanh may mdc vi thudc ¢ thé gy it nhiéu budn ngu, chéng mat.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Do paracetamol ) .
- Cén phai chd y dén kha nang gy ha s6t nghiém trong & nguoi bénh dung dong thoi phenothiazin va liéu phap ha nhiét

(nhu paracetamol).
- Thudc chdng co giét (phenytoin, barbiturat, carbamazepin) gdy cam ung enzym cua microsom gan, c6 thé lam tang tinh

ddc gan ciia paracetamol do tang chuyén hoa thanh cac chét doc hai véi gan.
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paracet dung trong khi dang dung thubc chong co giat hoac isoniazid.

- Probe thai paracetamol va lam tang thoi glan nira doi trong huyét twong ca paracetamol.

- Isoni lam téng dgc tinh cia paracetamol déi voi gan.

- Meto don c6 thé 1am ting su hp thu cia paracetamol va nguoc lai colestyramin c6 thé 1am giam
su hép

Do lorata

o=&0 loratadin trong huyet tuong khi dung cung luc v6i cimetidin ketoconazol hodc erythromycin
nhung khong céd suthay dbi dang ké trén 1am sang (ké ca thay ddi cac dién tim do).

- Nén than trong khi sir dung két hop véi cac chét dugce biét cé téc dung tic ché CYP3 A4 (azithromicin, clarithromycin,
clotrimazol, fluconazol v. v) hodc uc ché CYP2D6 (fluoxetin, paroxetin, quinidin, celecoxib v.v.) vi c6 thé din dén ting
ndng d6 loratadin va c6 thé gdy gia tdng céc tic dung phu.

- Nén ngung s dung thubc khoang 48 gi¢ trudc khi tién hanh cac xét nghiém trén da vi céc thudc khang histamin c6 thé
lam mét hoic giam nhimg d4u hiéu cia cac phan umg duong tinh ngoai da.
Do dextromethorphan:

- Khéng dung cung lic véi cac thubc wrc ché monoamine oxidase (IMAO), vi
chéng mit, ting huyet ap, chay mau ndo, tham chi tir vong.

- Dung déng thoi véi céc thudc tac dung tc ché than kinh trung uong
ctia nhimg thudc nay va cia dextromethorphan,

- Dextromethorphan duoc chuyén héa buge diu manh & gan boi CYP2D6, do d6 st dung dong thoi v6i cac chat trc ché
enzym CYP2D6 c6 thé 1am tang ndng do dextromethorphan trong co thé cao hon nhiéu 1in muc binh thudng. Piéu nay
lam tang nguy co doc tinh cua dextromethorphan (kich dong, nham 14n, run, mat ngu tiéu chay va suy ho hap) va phat
trién cia hoi chimg serotonin. Cac chit ic ché men CYP2D6 tiém ning bao gdm fluoxetin, paroxetm quinidin va
terbinafin. Sir dung dong thoi voi qumldm nong d6 dextromethorphan trong huyét tuong da ting gap 20 14n, lam ting tac
dung phu trén hé than kinh trung uong cta chat nay. Amiodaron, flecainid va propafenon, sertralin, bupropion, methadon,
cinacalcet, haloperidol, perphenazin va thioridazin ciing c6 nhiing anh hudéng twong tu trén su chuyén héa cua
dextromethorphan.

Chung:

- Ubng ruou c6 thé 1am ting nguy co gy doc cho gan cia paracetamol va ting tac dung trc ché hé than kinh trung wong cia
loratadin va dextromethorphan.

9 thé gdy nhimg phan tng néng nhu sét cao,

lam tang téc dung wrc ché than kinh trung wvong

TAC DUNG KHONG MONG MUON: o
Céc tac dung phu cua thudc do timg hoat chat sap xép theo phén loai va tan suat dugc liét ké trong bang sau:

Phan loai rdi loan Thudng gap It gap Hiém gip
(=1/100 - < 1/10) (>1/1000 - < 1/100) (=1/10000 - < 1/1000)

Do paracetamol

Hé mién dich Sbc phan vé, phan tmg qua mén &
da bao gom phat ban, phi mach
va hdi chung Stevens Johnson,
hdi ching hoai tir da nhiém ddc,
hdi chimg ngoai ban mun mu toan
than cap.

Méau va hé bach Loan tao mau (giam bach cau

huyét trung tinh, giam toan thé huyet

cdu, giam bach cdu) thiéu
mau.

Pudng tiéu héa Budn nén, nén.

Da va m6 dudi da Ban da.

Thén va dudng tiét Bénh than, doéc tinh than khi

niéu dung dai ngay.

Do dextromethorphan

Tim mach Nhip tim nhanh.

H6 hép, ving nguc, Suy hé hip (khi ding lidu qua

trung thit cao).

Than kinh Uk ché thén kinh trung wong (khi
dung liéu qua cao).

Pudng tiéu hoa Budn nén. Réi loan tiéu hoa.
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Da va mé du %F%ng Nbi may day.
Téng qu% \Mé\%x chéng mat.
Do clo//gi)ém(amm@ TY \O\

O PHAN hé) he TKTW:
{Mgu tu//nhe dén ngi

Sigét moi, chéng TUQ.CUC TRUGNG
.ng térr;at phéi  hop P.TRUONG PHONG
. " , ) a 0 )
Nhirc dau, rdi loan tdm g (2 meg J[/ Nﬂy

thén - van dong.

Méu va hé bach Mét bach céu hat, giam bach cdu,
huyét thiéu mau tan huyét, giam tiéu
cau
Pudng tiéu hoa Budn nén, nén, ia chay, dau
vung thuong vi
Tim mach Panh tréng nguc, loan nhi (
tim
Da va mé duéi da Phét ban, phan mg man cam

(co thét phé quan, phu mach
va phan vé)

QUA LIEU VA CACH XU TRIi

- Paracetamol: Céc triéu ching qua liu paracetamol bao gdm: Téi nhot, budn nén, non, chan an va dau bung, Tén thuong
gan co thé biéu hién r5 12 - 48 gid sau khi uéng thude. Trong truomg hop ngd doc tn thuong gan nang, cd Qle tién trién
thanh bénh ndo, hon mé va tir vong. *

Xir tri: Cén rira da day trong moi trudng hop, tét nhét trong vong 4 gid sau khi uong thubc. Liéu phap giai doc cﬁmh la dung
nhiing hop chat sulthydryl, N-acetylcystein. Néu khong c6 N- acetylcystein, c6 thé dung methionin. Ngoai ra-than hoat hoic
thubc x6 mubi ciing c6 kha ning 1am giam hap thu paracetamol. > 4

- Dextromethorphan: Céc triéu ching qua lidu ctia dextromethorphan bao gdm budn nén, nhin mé, rung giat nhin chu, bi
tiéu, thit diéu, suy ho hip, co giat.

Xir tri: H trg, ding naloxon 2 mg tiém tinh mach, cho ding nhéc lai neu cén téi tong liéu 10 mg.

- Clorpheniramin: Céc triéu ching qua lidu cia clorpheniramin bao gdm ngi nhiéu, kich thich nghich thudng hé TKTW, y

loan tdm than, con dong kinh, ngimg tho, co giat, tac dung khang muscarin, phan Ung loan truong luc va truy tim mach, =

loan nhip. *
Xir tri: Diéu tri triéu chimg va hd tro chic nang sbng, can chd y déc biét chiic nang gan, than, hé hép, tim va c4n bing nué
dién giai.

Rura da day hogc gy non bing sird ipecacuanha. Sau d6 cho dung than hoat va thubc tay dé han ché hip thu.
Khi gip ha huyet ap va loan nhip, can diéu tri tich cuc. C6 thé diéu tri co giat bing tiém tinh mach diazepam hozc
phenytoin. Cé thé phai truyén méau trong nhiing ca ning.
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